
August 10,200l 

Qffice of Special Nutritionals @IFS-450) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
200 “6’ street, SW 
Washington, D. C. 20204 , 

Dear Sir or Madam: 

The following information is an amendment ta the 30-Day Post Market Notification for 
St~c~r~~uncti~n Claims dated 04/~~/~1 for One-A-Day@ Women% M~ltivit~i~ultimineral 
Dietary Supplement. For your reference, the original letter is attached to this submissian. 

The claims submitted in the 04130101 submission were incorrectly stated. Bayer Consumer Care 
Division submits the inf~~atiQn in this notificatian pursuant to Section 4~3~r~6~ afthe Food, 
Drug and Cosmetic Act as notice of marketing s~c~re~functi~n claims cn the product fabel. 

36 Columbia Rrrad 

* Optimal VITALS A levels scientifically f~~ulated 
tu maintain maximum bone strength.* 

product is not intended ta diagnsse, treat, cure, or prevent any 

Per the listed items in 2 1 CFR 10 1.93) the information contained in this notification is complete 
and accurate, Bayer Consumer Gare Division has subs~ntiati~n~ ctn file, that the statement is 
truthful and not misleading. This notification is comprised of an original and two (2) copies. 



Should you have any questions or need any additional information, please contact the 
undersigned at 973-254-4793. 

Catherine W. Fish 
Associate Director, Regulatory Affairs 
BAYER CONSUmR CARLIZ DIVISION 



ayer 

Bayer Corporation 
35 Ccriumbia Road 
P.0. Box t910 
Morristown, NJ 079&Z-19161 
Phone: 973 254.So00 

April 30, 2001 

Office of Speciaf ~u~iti~~a~s @IFS-450) 
Center fur Food Safety and Applied Nut&km 
Food and Drug Administration 
200 ‘6’ Street, SW 

Per the listed items in 21 CFR 10t.93, the Sbnnation contained ia this notification is complete and 
aoxrate. Bayer Consumer Care Divisio,n has sub~~t~ati~~, on file, that the statement is t~ut~~~ and nc% 
misleading. (This ~~ti~cati~~ is comprised of an original and twa (2) copies.) 

Anita Fenty 
Regulatory Affairs Manager 


